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To: =Richard Mouncfort i
Product Manager (23) i

2pplicant: Hydrology Laboratories, Inc.
P. O. Box 714
Smithtown, NY 11787

Active Ingredient:
Copper as elemental . . o « ¢ o ¢ o ¢ o« » ¢ o o o 2 s s o o « 7.1%
Inert Ingredients o « o « o ¢ o ¢ o o ¢ o s o o o s o o 2 0o o « 92.9%

Background: Acute Oral, Acute Dermal, Acute Inhalation, Eye Irritation and
Skin Corrosivity studies. Studies conducted by BioSafe Systems, Inc.
Accession number 246213. Alternate method of support.

Recommendation:

(1) PFHB/TSS finds these studies acceptable to support conditional
regigtration of this product. However, in the Skin Corrosivity study,

intact and abraded skin egites must be used and readings made at 24 and 72
bours. -

(2) The appropriate signal wcrd is "CAUTION.”

Label:

(1) The precautionary statements must precede "Directions Por Use.”
{2) 7The precautionary statements must be revised to read:

Causges eye injury. Harmful if swallowed or absorbed
through gkin. If in eyes, flush with plenty of water. Get
medical attention if irritation persists. If swallowed,
drink 1 or 2 glasses of water, induce vomiting by placing
fingers in back of throat and see a doctor. BHever give
anything by mouth to an unconscious person. If on skin,
wash with plenty of soap and water. Get medical attention
if irritation persists. '
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{3) Under the heading "ENVIRCMMENTAL HAZARDS,” the following statement must
appear:

This product is toxic to fish. Treated effluent should not
be discharged where it will draiz into lakes, streams,
ponds or public water.

f .
{4) The referral statement zust be revised to read “"See additional
precauticnary statements on side of panel.”
{Z) Please see enclosed copy of lateling procedures and format.
Peview

{1) Acute Oral Toxicity Study: BicSafe Systems, Inc.; Study #202; November
20, 1980.

Procedure: Five groups, consisting of SX and 5F Spague-Dawley rats weighing
between 200 and 300g, received one cf the following doses: 1.25, 2.5, 3.0,
5.3 and 6.2g9/kg. Observations were made twice daily for 14 day. HNecropsies
were performed on all animals. i

Fesults: At 1.25 g/kxg, 1/5 F died: at 2.3 g/kg, 1/5 M and 2/5 F died; at 3
a/kg, 3/5 M and 4/5 P died; at 5.3 g/kg, 3/5 M and 5/5 F; at 6.2 g/kg, 2/5 M
azd 5/5 F died. '

All animals showed signs of toxicity referrable to central nervous system
involvement .

Xecropsy revealed stomach and intestines filled with green fluid; red focus on
left lobe of lung; intestines flaccid, diarrhea, greem fluid in GI tract;
green anal discharge; stomach and iztestices filled with blue liquid.

27/
1LDS0 for males was 5#% g/kg with 95% confidence limits between 2.55 and 5.38
g/kg. 1D50 for females was 2.14 g/kg with 95% confidence limits between 1.38
and 3.31 g/kq-

Study Clagsification: Core Guideline Data

Toxicity Category: III-CAUTION

(2) Acute Dermal Toxicity Study: EioSafe Systems, Inc.; Study #203; November
4, 1980.

Procedure: Five 1 and S5F New Zealand white rabbits received 2 g/kg of the '
test material at abraded skin sites under ozclusive wrap for 24-hour
exposure. Observations made frequesntly on the lst day after exposure, then
twice daily for 13 more days. Necropsy performed on all animals.
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Results:  No mortalities. All rabbits had ulcerations and necrosis at and

around the abrasion lines. No other signs of toxicity. ¥o gross
abnormalities at necropsy. LDS0 greater than 2 g/kg.

Study Classification: Core Guideline Data.

Toxicity Category: III-CAUTION

(3) Acute Inhalation Toxicity Study: BioSafe Systems, Inc.; Study #205;
November 7, 1980.

Procedure: Five M and 5F Sprague~Dawley rats weighing between 200 and 300 g
were placed into a whole boay inhalation exposure chamber, equilibrated to
provide a dose of 5 mg/L of the test substance. After a 4~hour exposure
period, animals were returned to their cages and observed frequently on 1lst
day, then twice daily for 13 more days. Necropsy performed on all animals.

Test apparatus included a 173.4L plexiglass chamber with wire mesh suspended
floor. Test substance was pumped from flask via Buchler peristaltic pump set
at 2 ml/minute. Air pump input set at 10L/minute as metered by airflow
meter. Actual volume consumed in 4 hours was measured. Particle size was
measured by light scattering and direct reading using a Bausch and Lomb
Rerosal Counter 40-1A. Vapor pressure continuously determined via chamber
port directly to U tube manometer reading in mm water.

Results: Airflow, 10L/min.; temperature, 79°F; humidity, 85; vapor pressure,
(=0.15); median particle size, 1.6 (0.3-10.01); nominal concentration, 50.4
mg/min.; actual concentration, 5 mg/L. No mortalities. No signs of
toxicity. No gross abnormalities at necropsy. LCS0 greater than 5 mg/L.

study Classification: Core Guideline Data.

Toxicity Category: IV-CAUTION

(4) Eye Irritation Study: BioSafe Systems, Inc.; Study #208, October 28,
1980.

Procedure: Nine New Zealand rabbits received 0.1 ml of test substance in one
eye each. The eyes of 3 of the rabbits were washed for one minute, 30

seconds after treatment. Observations were made at 24, 48, 72 hours and at 4
and 7 days.

Results: No corneal opacity or iris irritation in washed or unwashed group.
At day 1, 6/6 of the unwashed group had conjunctive redness (5/6=1, 1/6=2);
5/6 chemosis (5/6=1); 6/6 discharge (6/6=2)}. All irritation clear by day 7.
No conjunctive irritation in washed group.

Study Classification: Core Guideline Da{:a.
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Toxicity Category: III-CAUTION.

(5) Skin Corrosivity Study: BioSafe Systems, Inc.; Study #311; December 18,
1980.

Procedure: Six New Zealand white rabbits received 0.5 ml of the test
substance at intact skin sites under occlusive wrap for 24-hour exposure.
Observations made at 4, 24 and 48 hours.

Results: At 4 hours, mild erythema in 1/6 animals. At 24 hours, 1/6 mild
erythema and edema and 1/6 moderate erythema. At 48 hours, 2/6 mild erythema.

study Classification: Core Minimum Data. Four skin sites (2 abraded and 2
intact) must be used. Observations must be made at 24 and 72 hours.

Toxicity Category: III-CAUTION. .
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